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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
September 29, 2008 has been entered. 

2. Examination of the instant application has been transferred to Examiner Ashwin 
Mehta. The art unit, 1638, remains the same. 

3. The text of those sections of Title 35, U.S. Code not included in this action can be 
found in a prior Office action. 

4. The objections to claims 6-8 are withdrawn in light of their amendments. 

Claim Objections 

5. Claim 5 1, 54, and 56 are objected to because of the following informalities: 
In claim 5 1 : the claim is missing the period punctuation mark. 

In claims 54 and 56: the recitation, "claims" should be singular. 
Appropriate correction is required. 
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6. Claims 22 and 47 are objected to under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) in 
proper dependent form, or rewrite the claim(s) in independent form. 

Claim 22 depends on claim 21, which indicates that SEQ ID NO: 5 is operably 
linked to a non-translatable mRNA molecule of a gene encoding a protein of interest. 
Claim 22 limits the non-translatable mRNA molecule to being an antisense nucleic acid, 
hairpin RNA, or microRNA. However, while these mRNAs may be non-translatable, 
none of them encode a protein. Claim 22 encompasses limitations that are not 
encompassed by claim 21, and can be infringed without also infringing claim 21. See 
MPEP 608.01(n) III. 

Claim 47 limits the method of claim 46. The method of claim 46 comprises 
introducing into a plant cell the vector of claim 10, which contains the isolated nucleic 
acid molecule of claim 1, which regulates "constitutive tissue specific expression". It is 
unclear what this recitation means (see the indefinite rejection below). However, if the 
nucleic acid molecule of claim 1 directs expression of an operably linked nucleotide 
sequence in a tissue-specific manner, then claim 47 encompasses an embodiment that is 
not encompassed by claim 46. Claim 47 limits the method of claim 46 by requiring 
expression to be constitutive, which according to the definition in the paragraph bridging 
pages 12-13, means expression in all or nearly all tissues of a plant. 



Claim Rejections - 35 USC § 112 
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The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 1, 7, 10, 13-20, 31-40, 46, 47, 49, 50, and 54-62 are rejected under 35 
U.S.C. 1 12, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

In claim 1 : the recitation, "constitutive tissue specific" renders the claim and those 
depending thereon indefinite. The paragraph bridging pages 12-13 of the specification 
states, "The terms "constitutive promoter" as used herein refer to a promoter which is 
capable of expressing operably linked DNA sequences in all tissues or nearly all tissues 
of a plant." Given this definition, it is unclear what kind of specificity is attributed to a 
"constitutive tissue specific" promoter, given that a constitutive promoter is to be 
considered one that is active in all or nearly all tissues of a plant. It is noted that 
dependent claim 62 recites, "said tissue specific transcription is in aerial plant tissue". 
However, it is unclear how this further limits the recitation, "constitutive tissue specific". 

Further, the recitation "tissue specific" also renders the claims indefinite. The 
recitation does not define the tissue that expression is specific for. 

Further in claim 1 : the recitation, "wherein said nucleic acid molecule regulates 
constitutive tissue specific transcription of an operably linked nucleotide sequence of 
interest" also renders the claim indefinite. It is unclear if the nucleotide sequence of 
interest is, or is not, part of the product encompassed by claim 1 . Dependent claim 10 is 
directed to an isolated nucleic acid construct comprising the nucleic acid molecule of 
claim 1 , operably linked to a heterologous gene, which suggests that claim 1 does not 
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encompass the nucleotide sequence of interest. However, dependent claim 7 limits the 
type of nucleotide sequence of interest mentioned in claim 1 , which does suggest that the 
product of claim 1 encompasses the nucleotide sequence of interest. Note that if the 
product of claim 1 does not encompass a nucleotide sequence of interest, then claim 7 
does not further limit claim 1 in any manner. 

In claims 54 and 56: there is insufficient antecedent basis in the claims for the 
limitation, "The transgenic plant". It is suggested that "The" be replaced with ~A~. 

In claims 55 and 57: there is insufficient antecedent basis for the limitation, "The 
seed". It is suggested that "The" be replaced with --A--. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

8. Claims 1, 7, 10, 13-20, 31-40, 46, 47, 49, 50, 54, 55, and 58-62 are rejected under 
35 U.S.C. 1 12, first paragraph, as failing to comply with the written description 
requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

Independent claim 1 is broadly drawn to any isolated nucleic acid molecule a) 
consisting of SEQ ID NO: 5 or b) less than 487 base pairs in length comprising the 
nucleotide sequence of SEQ ID NO: 5, wherein the nucleic acid molecule regulates 
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constitutive tissue specific transcription of an operably linked nucleotide sequence of 
interest. 

The specification provides the nucleotide sequence of SEQ ID NO: 5 in the 
sequence listing and in Table 2B on page 59. However, the specification does not 
provide written descriptive support for an isolated nucleic acid molecule that is "less than 
487 base pairs in length comprising the nucleotide sequence of SEQ ID NO: 5". This 
recitation is NEW MATTER and must be removed from the claims. 

9. Claims 1, 7, 10, 13-20, 30-40, 46, 47, 49, 50, 54, 55, and 58-62 are rejected under 
35 U.S.C. 1 12, first paragraph, as failing to comply with the enablement requirement. 
The claim(s) contains subject matter which was not described in the specification in such 
a way as to enable one skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and/or use the invention. 

Independent claim 1 is broadly drawn to any isolated nucleic acid molecule a) 
consisting of SEQ ID NO: 5 or b) less than 487 base pairs in length comprising the 
nucleotide sequence of SEQ ID NO: 5, wherein the nucleic acid molecule regulates 
constitutive tissue specific transcription of an operably linked nucleotide sequence of 
interest. 

Claim 1 indicates that SEQ ID NO: 5 or an isolated nucleic acid molecule less 
than 487 base pairs comprising SEQ ID NO: 5 has constitutive tissue specific 
transcriptional activity. As discussed above, it is not exactly clear what is meant by 
"constitutive tissue specific", given the definition for "constitutive" in the specification. 
In the response filed September 29, 2008, Applicants discuss the amendments to claim 1 
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as if this recitation indicates that SEQ ID NO: 5 is tissue specific. However, the 
specification does not enable such an embodiment. Page 5 of the specification indicates 
that SEQ ID NO: 4 is the full length Arabidopsis HRP gene promoter, and SEQ ID NO: 5 
is a truncation of that promoter, that the HPR promoter demonstrates expression in aerial 
tissues, and that the modification of SEQ ID NO: 5 includes root expression (page 5, 1st 
paragraph under "DETAILED DESCRIPTION OF INVENTION"). The promoter 
analysis presented in Example 9 on pages 64-65 teaches that the promoter of SEQ ID 
NO: 4 (in the pHPR-GUS construct) showed activity in aerial tissue of young seedlings 
but no detectable expression in roots, and that SEQ ID NO: 5 (in the pHPRT-GUS 
construct) showed expression in roots in addition to the staining of aerial tissues. The 
specification does not define "aerial", and therefore it is unclear if the additional 
transcriptional activity in roots means that tissue specificity is actually lost in SEQ ID 
NO: 5. The Merriam Webster's Collegiate Dictionary (10 th Ed., 1996) defines "aerial" as 
"of, relating to, or occurring in the air or atmosphere", and "existing or growing in the air 
rather than in the ground or in water." If "aerial" is to mean any plant tissue above the 
ground, then the added transcriptional activity in roots indicates that tissue specificity is 
lost in SEQ ID NO: 5. Parts of the plants produced in the promoter analysis discussed in 
Example 9 are shown in Figure 3. However, only informal and unclear black and white 
drawings of that figure have been submitted. These informal drawings are unclear and do 
not allow one to discern where the HPR promoters are, and are not, active. Therefore, 
given that 1) the specification in Example 9 teaches that SEQ ID NO: 5 has 
transcriptional activity in both aerial and root tissues, 2) the specification does not define 
"aerial", and 3) the dictionary definition for "aerial" implies "existing or growing in the 
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air rather than in the ground", it appears that the promoter of SEQ ID NO: 5 is not tissue 
specific. The specification does not mention at all any isolated nucleic acid molecule less 
than 487 base pairs in length comprising SEQ ID NO: 5, or any properties of such a 
molecule. See Genentech, Inc. v. Novo Nordisk, A/S, 42 USPQ2d 1001, 1005 (Fed. Cir. 
1997), which teaches that "the specification, not the knowledge of one skilled in the art" 
must supply the enabling aspects of the invention. Given the breadth of the claims, 
unpredictability of the art, and teachings of the specification that SEQ ID NO: 5 is active 
in plant tissues that are above the ground, as well as in roots, undue experimentation 
would be required by one skilled in the art to use the claimed nucleic acid molecule in a 
tissue specific manner. 

If "constitutive tissue specific" does not refer to a promoter that is "tissue 
specific", then this aspect of the rejection is moot. 

Further, in claims 20 and 30: Claim 20 limits the nucleotide sequence of interest 
operably linked to the nucleic acid molecule of claim 1 , to encoding a CaaX prenyl 
protease. Claim 30 limits the non-translatable mRNA of a gene of a protein of interest, 
which is operably linked to SEQ ID NO: 5, to encoding CaaX prenyl protease. However, 
neither the specification nor the prior art teach an isolated nucleotide sequence encoding 
a CaaX prenyl protease. In the absence of further guidance, undue experimentation 
would be required by one skilled in the art to isolate a gene encoding said protease. See 
In re Bell 26 USPQ2d 1529, 1532 (Fed. Cir. 1993) and In re Deuel 34 UPSQ2d, 1210 
(Fed. Cir. 1995), which teach that the mere existence of a protein does not enable claims 
drawn to a nucleic acid encoding that protein. 
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Claim Rejections - 35 USC §103 

10. Claims 1, 7, 10, 13-22, 25-47, and 49-61 remain rejected under 35 U.S.C. 103(a) 
as obvious over Harper et al. "1" (WO 2002/16655, published February 28, 2002) in light 
of Harper et al. "2" (GenBank Accession No. AX5 10060) and Harper et al. "3" (GenBank 
Accession No. AX507376), for the reasons of record stated in the previous Office action. 
Applicants traverse in the papers filed September 29, 2008. Applicants' arguments were 
fully considered but were not persuasive. 

Applicants argue that the references do not provide any reason to modify the 
teachings therein and fail to provide a reasonable expectation of success that truncation of 
the promoter of Harper would successfully provide the claimed tissue specific 
constitutive promoter (response, paragraph bridging pages 7-8 and page 8, 1 st full 
paragraph). However, first, as discussed above, it is unclear how "constitutive tissue 
specific" is to be defined in the context of the claimed invention, given the definition of 
"constitutive" in the instant specification on page 12. Applicants' use of the term 
"constitutive" in their arguments is inconsistent with the definition provided in the instant 
specification. The recitation makes it unclear what properties are possessed by the 
claimed nucleic acid molecule, as claim 1 is currently written and read in light of the 
specification. 

Applicants argue that Harper discloses SEQ ID NOs: 2071 and 4755, each of 
which include instant SEQ ID NO: 5, and that SEQ ID NO: 4755 functions as an 
inducible promoter in response to abiotic stress (response, page 8, 2 nd full paragraph). 
However, the instant claims do not preclude the promoter from being inducible. 
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Applicants' argument is confusing, given that the instant specification admits that the 
HPR promoter is inducible by environmental stress (pages 2, 5, 64, for example). 

Applicants also argue that there is nothing in Harper to suggest that anything less 
than the 487 base pair sequence of SEQ ID NO: 4755 is desirable. Applicants argue that 
the Examiner's citation of Singh in the previous Office action provides only one example 
of truncating a promoter in the prior art, and that Singh does not teach or suggest 
truncation of other promoters would result in identification of core promoter sequences, 
no less to create a tissue specific constitutive promoter (response, page 8, 2 nd full 
paragraph and the paragraph bridging pages 8-9). However, Harper et al. do discuss that 
promoters contain several domains necessary for full activity, that they contain a "core 
promoter region" necessary for minimal transcriptional activity, and discuss how to 
define such a region (page 35). Further, Applicants' own specification discusses several 
prior art publications wherein deletion analyses were conducted on a cucumber HPR 
promoter, which identified regions necessary for tissue specificity (page 8, 1 st full 
paragraph). This indicates that promoter deletion analysis was routinely conducted in the 
prior art, and that Applicants were even aware of it being conducted on another plant 
HPR promoter. Given the teachings of the prior art, it would have been obvious to also 
conduct promoter deletion analysis on the HPR promoter of SEQ ID NO: 4755 of Harper 
etal. 

Applicants continue, arguing that Harper fails to provide a reasonable expectation 
of success that truncation of SEQ ID NO: 4755 would result in tissue specific 
transcription, as required by the claims and supposedly demonstrated in the instant 
application. Applicants direct attention to instant Figures 3B and C as demonstrating that 
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promoter activity of SEQ ID NO: 5 is primarily restricted to aerial tissues, demonstrating 
tissue specific transcription (response, page 9, 1 st full paragraph). However, the 
specification also shows that SEQ ID NO: 4 is aerial tissue specific. Further, the 
specification teaches that SEQ ID NO: 5 also directs expression in roots. Therefore, as 
discussed above, if "aerial" is to mean any plant tissue above the ground, than this 
property is actually retained in the truncated promoter. However, since SEQ ID NO: 5 
also directs expression in roots, it may have lost tissue specificity, and have 
transcriptional activity in all, or nearly all, plant tissues, which meets the definition of 
"constitutive" in the specification. Given the indefiniteness of the recitation, "constitutive 
tissue specific", it is unclear what properties arc to be possessed by the claimed nucleic 
acid molecule. Given that promoter deletion analysis was routine in the prior art to 
determine regions necessary for minimal activity as well as domains necessary for other 
properties including tissue specificity, as discussed by Harper et al. and as admitted in 
Applicants' specification even for another plant HPR promoter, it would have been 
obvious to conduct such an analysis on the promoter of SEQ ID NO: 4755 of Harper et 
al, to arrive at truncated promoters, including SEQ ID NO: 5, with a reasonable 
expectation of success. 



Contact Information 

Any inquiry concerning this or earlier communications from the Examiner should 
be directed to Ashwin Mehta, whose telephone number is 571-272-0803. The Examiner 
can normally be reached from 8:00 A.M to 5:30 P.M. If attempts to reach the Examiner 
by telephone are unsuccessful, the Examiner's supervisor, Anne Marie Grunberg, can be 
reached at 571-272-0975. The fax phone numbers for the organization where this 
application or proceeding is assigned are 571-273-8300. Patent applicants with problems 
or questions regarding electronic images that can be viewed in the Patent Application 
Information Retrieval system (PAIR) can now contact the USPTO's Patent Electronic 
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Business Center (Patent EBC) for assistance. Representatives are available to answer 
your questions daily from 6 am to midnight (EST). The toll free number is (866) 217- 
9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific 
nature of the problem. The Patent Electronic Business Center will notify applicants of 
the resolution of the problem within 5-7 business days. Applicants can also check PAIR 
to confirm that the problem has been corrected. The USPTO's Patent Electronic 
Business Center is a complete service center supporting all patent business on the 
Internet. The USPTO's PAIR system provides Internet-based access to patent application 
status and history information. It also enables applicants to view the scanned images of 
their own application file folder(s) as well as general patent information available to the 
public. Status information for published applications may be obtained from either Private 
PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. 

For all other customer support, please call the USPTO Call Center (UCC) at 800- 
786-9199. 
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Primary Examiner, Art Unit 1638 



